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- OFFICE OF NEW DRUG CHEMISTRY
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MICROBIOLOGIST'S REVIEW #] OF NDA

“December 22,1999
A LNDA 21114 .
SPONSOR  Alcon Laboratories -
. R - 6201 South Freeway
« ... Fort Worth, Texas :
g - 76134-2099 | SR
2 PRODUCT NAMES: BETAXON (Levobetaxolol Hydrochloride Ophthalmic
: SuSpension, 0.5%) : . ‘ IR
3. DOSAGE FORM AND ROUTE OF ADMINISTRATION: Three sizes of plastic

dropper container are available for this ophthalmic suspension: 5 mL, 10 mL and
~15mL. ~ :

4. METHOD(S) OF STERILIZATIO o

5. PHARMACOLOGICAL CATEGORY: Beta-adrenergic blocking agent (with
. calcium channe] blocking activity) for reducing im_raocular'pressuxje ‘

6 DRUG PRJORITYCLASSIFICATION_:QP i
B- L DATEOF INITIAL SUBMISSION: May 25, 1999
' DAIIEQFAMENDMEN]:‘ wa ‘

;5R.ELATED DOCUMENTS: The application refers to ALCON’S NDA fovr E

BETOP"I;lC@S.thﬂlalmic.S uspension (NDA 19:845) for manufacturing N
processess - : ‘ : ’
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Microbiologist's Review #]

C REMARKS: Tb‘e‘application describes ap ophtha_l_micvsﬁrspension Manufactured at tho
R Alconﬂf‘acility in Fort Worth; Texas, using the ASPEX area fo;{ o j,

SR - Manufacturing - -
D.: CQNCLJ_ZSIQM;:_THC application is ree
-
- ~HFD lGO/Consu_lt File ' -

HFD SSO/CSO/GorskJ' and Zeccola ‘ -
HFD 830/Chemist/a_ Fenselay, S, Ts, and L. Ng
HFD 805/D.-_ Hussong ~ o

Drafted by: b, Hussong,; 12/2'1/99 ‘

RD initialed by: P. Cooney: - Caon . .
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REVIEW FOR HFD 550
OFFICE OF NEw DRUG CHEMISTRY
' MICROBIOLOGY STAFF
MICROBIOLOGIST’ REVIEW #2 OF NDA

Jan uar} 31 2000

A Lnpa o 2ng
R SPONSQR - Alcon Laboratoncs
e ' 6201 South Freeway

) - Fort Worth, Texas.
76134-2099

2 BRQD_U.C.’LNAJB BETAXON(Levob_Etaxo]bI Hydrocﬂlcﬁdc Ophtha'lmic_:
- Suspension 0.5%) e o s o

: A QRM AND RC A ] ATION: Three sizes of plastic
_ “dropper container are availz b)e for this ophthalmic suspensmn SmL, 10 mL and
RN ISmL. : - '

5 EHARMAQQLQQE‘ALCAIEM Beta- adrenergm blocking agent (with S
RIS caleium chanpel blocking activity) for rcducmg wmtraocular pressure , -

6 DRUGERIORITY CLASSIFICATION: 5p

May 25,1959

2, DAIEQE_A.MENDMEM January 24, 2000 (subject of this revicw)

. 3. ¢ The application refers to ALCON’s NDA for
BETOPTIC® § Ophthalmic ° Suspension (NDA 19-845) for Manufacturing
. processesy™ o
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~ NDA2I-114 e G e ; Microbio]bgist's‘Review #2

E.EMA_RKS The submxssnon responds to a comment from Mlcrobxolomst s Revxew #1
~ and to chemlstry dcﬁcxencnes Ll o

D. CQNQILZSI_QNS The applxcatnon is recommendcd for A.PPROVAL from thc pcrspecm e
: o of product quahty rmcrobxolog '
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e HI-‘D 160/Consu]t File L
"HFD 550/C8O/Gorski andm :
- HFD 830/Chemisya. Fense]au S. Tso and L Ng -
HFD 805/D Hussong ' , -

Drafted by: D. Hussong 01/31/2000
R/D initialed by: P. Cooney
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